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1. The applicant is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminary examination report and its annexes, if any, established on the international application. 

2. A copy of the report and its annexes, if any, is being transmitted to the Intemational Bureau for communication to all 
the elected Offices. 

3. Where required by any of the elected Offices, the Intemational Bureau will prepare an English translation of the report 
(but not of any armexes) and will transmit such translations to those Offices. 

4. REMINDER 

The applicant must enter the national phase before each elected Office by performing certain acts (filing translations 
and paying national fees) within 30 months from the priority date (or later in some Offices) (Article 39(l))(see also the 
reminder sent by the Intemational Bureau with Form PCT/IB/301). 

Where a translation of the intemational application must be flimished to an elected Office, that ti-anslation must contain 
. a translation of any annexes to the intemational preliminary examination report. It is the applicant's responsibility to 
prepare and furnish such translation directly to each elected Office concerned. 

For further details on the applicable time limits and requirements of the elected Offices, see Volume II of the PCT 
Applicant's Guide 
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itional application No. 
PCT/AU2003/000839 



Basis of the report 



1 . With regard to the elements of the international application:* 
[ | . the international application as originally filed, 

I X I the description, pages 1 - 32, as originally filed, 

pages 
pages 
pages 



X 



the claims, 



X the drawings. 



filed with the demand, 
received on with the letter of 
as originally filed, 

pages 33 - 38, as amended (together with any statement) under Article 1 9, 

pages 5 filed with the demand, 

pages , received on with the letter of 

pages 1/3 — 3/3, as originally filed, 

pages , filed with the demand, 

pages , received on with the letter of 



I [ the sequence listing part of the description: 

pages , as originally filed 
pages 

pages 



filed with the demand 
received on with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in 
which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

I I the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

I I the language of publication of the international application (under Rule 48.3(b)). 

I I the language of the translation furnished for the puiposes of international preliminary examination (under Rules 55.2 

and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 

preliminary examination was carried out on the basis of the sequence listing: 

I I contained in the international application in written form. 

I I filed together with the international application in corc^uter readable form. 

I I furnished subsequently to this Authority in written form. 

I I furnished subsequently to this Authority in conq)uter readable form. 

I I The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished, 

I [ The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished 

4. I I The amendments have resulted in the cancellation of: 

I ] the description, pages 

I I the claims, Nos. 

I I the drawings, sheets/fig. 

5. I I This report has been established as if (some of) the amendments had not been made, since they have been considered to 

go beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 



Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed" and are not annexed to this report since they do not contain amendments (Rules 70. J 6 and 70. / 7). 

Any replacement sheet containing such amendments must be referred to under item I and annexed to this report 
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III. Non-establishmeiit of opinion with regard to novelty, inventive step and industrial applicability 



1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be nonobvious), or to be 
industrially applicable have not been examined in respect of: 

I I the entire international application, 

I I claims Nos: 26 

because: 

I I the said international application, or the said claims Nos. relate to the following subject matter which does not 
require an international preliminary examination (specify): 



I I the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear that no 
meaningful opinion could be formed (specify)'. 



X I the claims, or said claims Nos. 26 are so inadequately supported by the description that no meaningful opinion could 
be formed. See Box Vin, item 3. 



I I no international search report has been established for said claim Nos. 



2. A meaningful international preliminary examination cannot be carried out due to. the failure of the nucleotide and/or aminp"^ 
acid sequence listing to comply with the standard provided for in Annex C of the Administrative Instructions: 

I I the written form has not been furnished or does not zovtegXy with the standard. 

I I the computer readable form has not been furnished or does not covapXy with the standard. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; citations 
and explanations supporting such statement 



1. Statement 

Novelty (N) Claims 1-25,27-37 YES 

Claims NO 

Inventive step (IS) Claims 1-25,27-37 YES 

Claims NO. 

Industrial applicability (lA) Claims 1 - 25, 27 - 37 YES 

Claims NO 



2. Citations and explanations (Rule 70.7) 

Reference is made to the following document cited in the correspondihg ISR: 
(a) WO 2003/035168 Al (COCHLEAR LBvlITED), 1 May 2003 

NOVELTY (N) : 
Claims 1 -25,27 -37 

The invention defined in claims 1 - 25, 27 - 37 of the present application primarily defines.an implantable tissue 
stimulating device comprising an elongated carrier member having at least a first lumen and further including 
one or more optic fibres positioned along a length of the first lumen. 

Citation (a) discloses an electrode array having a plurality of electrodes mounted thereon in a longitudinal array. 
The elongated member has a stiffening element extending at least partially therethrough. Tlie stiffening element 
can extend through a lumen formed in the elongated member and the lead. The lumen preferably extends axially 
through the elongated member and the lead. 

The features defined in claims 1 - 16, 20 - 25, 27 - 37 are not found in citation (a). See however the indication 
contained in box VI "Certain documents cited" with regard to claims 17 and 18. 

INVENTIVE STEP (IS) : 
As above. 
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VI. Certain documents cited 



I . Certain published documents (Rule 70. 1 0) 

Application No. Publication date 



Patent No. 



(day/mon th/year) 



Filing date 
(day/month/year) 



Priority date ( valid claim) 
(day/month/year) 



P,X WO 2003/035168 Al 



1 May 2003 



25 October 2002 



26 October 2001 



The above-listed prior art document discloses all the features defined in claims 17 and 18 of the present application. 
See: Abstract; Page 5, line 18 - page 6, line 30; Page 7, line 22 - page 10, line 8. 



2. Non-written disclosures (Rule 70.9) 

Kind of non-written disclosure Date of non-written disclosure Date of written disclosure referring to 

(day/month/year) non-written disclosure 
(day/month/year) 
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VIII. Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
supported by the description, are made: 

L Claim 12 is not clear because I cannot find an antecedent to the following features: "The implantable tissue 
stimulating device", page 34, line 17; and "the one or more optic fibres", page 34, line 17. 

Furthermore, the invention defined in claim 12 is not fairly based on what is described in the specification. Claim 
1 2 does not define the invention described because it omits all the essential features. Claim 12 only defines non- 
essential features which, are described in the preferred embodiments. 

It appears that claim 12 was intended to a dependent on previous claim. 

2. The invention defined in claim 17 is not fairly based on what is described in the specification. Claim 17 does not 
define the invention described because it omits the feature of the elongated carrier including "one or more optic 
fibres positioned along a length of said at least a first lumen" y which from page 5, lines 5-6, page 6, line 18, and 
page 6, line 36, appears to be essential to the invention. 

3. The invention defined in claim 26 is not fairly based on what is defined in the specification. Claim 26 does not 
define the invention described because it oriiits almost all the essential features of the invention. 

Due to the extreme degree of lack of fair basis I cannot understand the scope of the monopoly being claimed 
because the definition of the invention is so broad in scope. Therefore, I cannot form an opinion with regard to 
novelty and inventive step (see Box III). 
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AMENDED CLAIMS 
[received by the Memational Bureau on 19 August 2003 (19.08.03); 
claim 19 added ; (6 pages)] 

1 . An implantable tissue stimulating device comprising an elongate carrier member 
having a proximal end, a distal end, and a plurality of electrodes mounted thereon 
5 between said proximal and distal ends, the elongate carrier member having at least a 
first lumen extending at least partially therethrough, the elongate carrier memba: 
furthCT including one or more optic fibres positioned along a length of said at least a 
first lumen. 



10 2. The implantable tissue stimulating device of claim 1 comprising a cochlear 
electrode array. 

3. The implantable tissue stimulating device of claim 2 wherein the one or more 
optic fibres allow a user to illuminate and/or visualise an area of the cochlea during or 

15 prior to surgery and wherein fiirther, said one or more optic fibres are removably 
positioned within said at least a first lumen. 

4. The implantable tissue stimulating device of any one of claims 1 to 3 wherein 
the elongate carrier member includes a pteality of optic fibres. 

20 

5. The implantable tissue stimulating device of claim 4 wherein at least one of said 
plurality of optic fibres allows illumination of a surgical site and at least a further optic 
fibre allows a user to visualise said surgical site. 

25 6. The implantable tissue stimulating device of any one of claims 2 to 5 wherein 
the elongate carrier member has a first configuration selected to allow said elongate 
carrier member to be inserted into the cochlea, and at least a second configuration 
wherein said elongate carrier member is adapted to apply a preselected tissue 
stimulation with the electrodes, said elongate carrier member being made of a 

30 resiliendy flexible first material. 

7. The implantable tissue stimulating device of claim 6 wherein the one or more 
optic fibres act as a stiffening element that biases said elongate carrier member into 
said first configuration and wherein removal of the stiffening element causes the 
35 elongate carrier member to assume its second configuration. 
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8. The implantable tissue stimulating device of claim 6 wherein the elongate 
carrier member includes a second lumen to receive a stiffening element said stiffening 
element biasing the elongate carrier member into its first configuration. 

5 9. The implantable tissue stimulating device of claim 3 wherein upon removal of 
the one or more optic fibres, the at least a first lumen acts as a drug delivery channel. 

. 10. The implantable tissue stimulating device of any one of flie preceding claims 
wherein the elongate carrier member has a resilientiiy flexible tip member extending 
10 fonvardly fi-om the distal end of the elongate carrier member, said tip member being 
light permeable and hemispherical in form. 

11. The implantable tissue stimulating device of claim 10 wherein the tip member 
acts as a lens and allows illumination and/or visualisation of a region at least adjacent 

15 the tip member of the elongate carrier member. 

12. The implantable tissue stimulating device wherein the one or more optic fibre is 
connected to an optical fibre tennination means said optical fibre termination means 
including a light source, eyepiece, and/or a camera lens mounted thereto wherein 

20 further, said optical fibre termination means receives light output by the light source 
and directs this light through the one or more optic fibres, 

13. An implantable tissue-stimulating device comprising: 

25 an elongate carrier member having a plurality of electrodes mounted thereon and 

having a first configuration selected to allow said elongate carrier member to be * 
inserted into an implantee's body, and at least a second configuration wherein said' • 
elongate carrier member is adapted to apply a preselected tissue stimulation with the 
electrodes, said elongate carrier member being made of a resilientiy flexible first . 

30 material; and 

a stiffening element removably positionable within said elongate carrier member 
that biases said elongate carrier member into said first configuration; 

35 wherein said stiffening el^eat comprises one or more optic fibres. 
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14. The implantable tissue-stimulating device of claim 13 wherein the elongate 
carrier member extends from a proximal end to a distal end and has a resiliently 
flexible tip member extending forwardly from the distal end of the elongate carrier 
member, said tip member being light permeable and hemispherical in form. 

5 

15. A cochlear implant electrode assembly device comprising: 

an elongate carrier member having a plurality of electrodes mounted thereon and 
having a first configuration selected to allow said elongate carrier member to be 
10 inserted into an implantee's cochlea, and at least a second configuration wherein said 
elongate carrier member is curved to match a surface of said cochlea, said elongate 
carrier member being made of a resiliently flexible first material; and 

a stiffening element removably positionable within said elongate carrier member 
1 S that biases said elongate carrier member into said first configuration; 

wherein said stiffening element comprises one or more optic fibres. 

16. The cochlear implant electrode assembly device of claim 15 wherein the 
20 elongate carrier member extends from a proximal end to a distal end and wherein the 

elongate carrier member has a resiliently flexible tip member extending forwardly from 
the distal end of the elongate carrier member, said tip member being light permeable 
and hemispherical in form. 

25 17. A cochlear implant electrode assembly device comprising an elongate carrier 
member having a proximal end, a distal end, and a plurality of electrodes mounted 
thereon between said proximal and distal ends, the elongate carrier member having a 
first configuration selected to allow said member to be inserted into an implantee's 
cochlea, and at least a second configuration wherein said elongate carrier member is 

30 curved to match a surface of said cochlea, said elongate carrier member being made of 
a resilientiy flexible first material and having a lumen formed therein extending from or 
adjacent the proximal end to or adjacent the distal end and adapted to receive a 
stiffening element removably positionable within said elongate carrier member that 
biases said elongate carrier member into said first configuration, wherein said distal end 

35 of said elongate carrier member comprises a transparent tip member. 
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18. The cochlear implant electrode assembly device of claim 17 wherein said 
assembly device is pre-packaged with the stiffening element positioned within the 
lumen of the mraiber. 

5 19. A method of implanting the implantable tissue stimulating device of claim 1, 
said method includmg the steps of: 

(i) accessing the implantation site; and 

10 (ii) advancing the elongate carrier member into the cochlea whilst using the 

one or more optic fibres to illuminate and/or visualise a region of the interior cochlea. 

20. The method of claim 19 wherein a surgeon manipulates the elongate carrier 
member to avoid trauma to the tissues of the cochlea. 

15 

21. The metiiod of claim 19 or claim 20 wherein once implanted, the electrodes of 
the elongate carrier member receive stimulation signals firom a stimulator means said 
stimulator means electrically connected to the elongate carrier member by way of an 
electrical lead. 

20 

22. The method of claim 21 wherein the stimulator means is positioned within a 
housing that is implanted within the implantee and wherein the housing contains in 
addition to the stimulator means, a receiver means to receive signals firom a controller 
means, said controller means mounted external to the body of the implantee such that 

25 the signals are transmitted transcutaneously through the implantee. 

23. The method of claim 22 wherein the signals travel firom the controller means to 
the receive: means and vice versa. 

30 24. A method of implanting the cochlear electrode assembly device of claim 15 or 
the cochlear electrode assembly device of claim 17 in a body of an implantee, said 
method including the steps of: 

(i) accessing the implantation site; and 

35 

(ii) advancing the elongate carrier member into the cochlea. 
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25. The method of claim 24 wherein as the elongate carrier member is advanced 
into the cochlea, the surgeon is uses the optic fibre stiffening member to visualise a 
region of the cochlea, 

5 

26. A stiflfening element for an implantable tissue-stimulating device characterised 
in that the stiffening element comprises one or more optic fibres. 

27. A probe for use in the internal visual inspection of a cochlea, the probe 
10 comprising an elongate carrier member adapted to be at least partially inserted into one 

of the ducts of the cochlea and having a proximal end, a distal end, and a lumen formed 
therein, said lumen extending firom a location that is at or adjacent the proximal end at 
least towards the distal end of the elongate carrier member, the probe further including 
one or more optic fibres removably positioned within at least a portion of the lumen of 
* 1 5 the elongate carrier member. 

28. The probe of claim 27 wherein the lumen extends fi:om a first end to a second 
end and wherein the first end is at or adjacent the proximal end of the elongate carrier 
member and the second end is at or adjacent the distal end of the elongate carrier 

20 member. 

29. The probe of claim 27 wherein the second end of the lumen is open. 

30. The probe of claim 27 wherein the second end of the lumen is either partially or 
25 wholly closed. 

31. The probe of claim 30 wherein the lumen is partially or wholly closed by a light 
permeable member, said light permeable member comprising one or more lenses that 
allow visualisation of a region at least adjacent the distal end of the elongate carrier 

30 member. 

32. The probe of claim 3 1 wherein the one or more lenses act(s) as a tip member for 
the elongate carrier member said tip member extending forwardly fix)m the distal end of 
the elongate carrier member. 

35 
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33. The probe of any one of claims 27 to 32 wherein the elongate carrier member 
has a first configuration selected to allow said elongate carrier member to be inserted 
into an implantee's cochlea and a second configuration wherein the elongate carrier 
member is curved to at least partially match the curvature of a surface of the cochlea. 

5 

34. The probe of claim 33 wh^ein the first configuration is substantially straight 
and when in the second position, the elongate carrier member adopts a sphal 
configuration. 

10 35, A method of inserting the probe of claim 27 in a body of an implantee, 
comprising the steps of: 

(i) accessing the insertion site; and 

15 (ii) introducing the distal end of the elongate carrier member into the cochlea 

and advancing a substantial length of the elongate carrier member into the cochlea. 

36. The method of claim 35 wherein during insertion of the elongate carrier 
member, a surgeon uses the one or more optic fibres to illuminate and visualise the 

20 region of the cochlea adjacent the distal end of the elongate carrier member. 

37. The method of claim 35 or claim 36 wherein the probe includes a stiffening 
member comprising a stylet and wherein during step (ii), the distal end of the elongate 
carrier member is advanced to a position near the back of the basal turn of the cochlea 

25 and subsequently advanced off the stylet such that the distal end of the elongate carrier 
member is inserted relatively deeper into the scala tympani. 
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